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Section - IV

1. Contact Point {Complete items directly below for idenlification of individual to be contacted, if necessary, to process this application.)

Name
Cheryl Wagner

Titie
Agent for Sharda Cropchem Lid.

Telephone No. {Include Area Code)
{302) 635-7289

Certification

| certify that the statements | have made on this form and all attachments thereto are true, accurate and complete.
| acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or
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PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS

DANGER/PELIGRO

Corrosive, Causes irreversible eye damage. May be fatal if swallowed.
Harmful if absorbed through skin. Do not get in eyes or on tlothing. Wear
pratective eyewear (goggles or face shiald). Wash thoroughly with soap
and water after handling and before eating, drinking, chewing gum, using
tobacco, or using the toilet. Remove and wash contaminated clothing
before reuse. Wear long-sleeved shirt and long pants, socks, shoes, and
gloves. Prolonged or frequently repeated skin contact may cause allergic
reactions in some individuals.

ENVIRONMENTAL HAZARDS

Do not discharge effluent containing this product into takes, streams,
ponds, estuaries, oceans or waters unless in accordance with the
requirements of a Mational Pollutant Discharge Elimination System
(NPDES) permit and the permitting authority has been notified in
writing prior to discharge. Do not discharge effluent containing this
product to sewer systems without previously notifying the local
sewape treatment plant autherity. For guidance contact your State
Water Board or Regional Office of EPA.

DIRECTIONS FOR USE
It is a violation of Federal law to use this product in 2 manner inconsistent
with its labeling.

This product may only be used to formulate products that are ragistered
and/or exempt from registration by the US EPA. If the producer desires
to formulate products that are not EPA approved, the producer is
responsibla for fulfilling all requirements for obtaining EPA registration.

COnly for formutation into an herbicide for the following uses:

1. Terrestrial Food: Asparagus, corn, millet, small grains {barley, oats,
tefl, wheat), sorghum ({including sudangrass), soybeans and
sugarcane.

2. Terrestrial Non-food Crop: Conservation Reserve Program Areas,
Cotton, fallow systems, farmsteads, fence rows, grass forage,
fodder and hay {including grasses grown for seed), golf courses,
industrial areas, lawns, non-irrigation ditchbanks, pasture and
rangeland, rights-af-way, roadsides, sod farms, and turf.

3. Uses for which US EPA has accepted the required data andfor
citations of data that the formulator has submitted in support of
registration; and

4. Usesfor experimantal purposes that are in compliance with US EPA
requirements.

The user is respansible for determining the suitability of using this
product for any specific purpose, and for the manufacturing practices
employed, and to ensure proper safety precautions that may be
required.

Sharda Dicamba Technical

For Manufacturing Furposes Cnly
Formulators whe use this product are responsible for obtaining ERA
registration for their fermutated end-use products.

Active Ingredient:

Dicamba [3,6-dichloro-o-anisic acid) 99.1%
Other Ingredients: 00.9%
Total: 100.0%

KEEP OUT OF REACH OF CHILDREN
DANGER/PELIGRO

Si usted no entiende fa etigueta, busque o olguien para que se lo
explique a usted en detalfe.
{If you do not understand the label, find someone to explain it to you in
detail.}

FIRST AID

IF IN £EYES ¢ Hold eye open and rinse slowly with water for 15-

20 minutes.

® Remove contact lenses, if present, after the first 5
minutes, then continue rinsing eye.

« Call a poison control center or doctor for treatment

advice.
IF + Call a poison control center or doctar immadiataly
SWALLOWED for treatment advice.

= Have person sip a glass of water if able to swallow.

= Do not induce vomiting unless told to do so by a
peoison control center or doctor.

= Do not give anything by mouth to an unconscious
person.

iF ON SKIN | Take off contaminated clothing.

OR * Rinse skin immediately with plenty of water for 15-
CLOTHING 20 minutes.
» (all a poison contral center or doctor far treatment
advice.

NOTE TO PHYSICIAN
Probable mucosal damage may contraindicate the use of gastric
lavage.
HOTLINE

Have the product container or label with you when calling a poison
control center, doctor, or going for treatment. For emergency
information concerning this product, call the poison control center at
1-80-222-1222,

See additional precautionary statements and directions for use on label,

EPA Reg. Na. B82633-20

Net Contents: 25, 500 kg.
Manufactured for:
SHARDA CROPCHEM LTD.
DOMNIC HOLM, 29TH ROAD
BANDRA [WEST), MUMBA! - 200050

EPA Est. No.

~an

-

STORAGE AND DISPOSAL
Do not contaminate water, food, or feed by storage and disposal.
Pesticide Storage: Store in original container in a well-ventilated area
separately from ferlilizer, feed, and foodstuffs. Avoid cross-
contarmination with cther pesticides. For help with any spill, leak, fire
or exposures involving this material call CHEMTREC 1-800-424-9300.
Pesticide Disposal: Pesticide wastes are acutely hazardous. Improper
disposal of excess pesticide, spray mixture, or rinsate is a viclation of
Federal law. If thase wastes cannot be disposed of by use acrording
to label instructions, contact your 5tate Pesticide or Envirgnmental
Control Agency, or the Hazardous Waste representative at tha
nearest EPA Regional OFfice for guidance.
Container Handling:
Nonrefillable ¢container. Do not reuse or refill this container. Triple
rinse container [or equivalent) promptly after emptying. Triple rinse
as fallows: Empty the remaining contents into application eguipment
or a mix tank. Fill the container X% full with water. Replace and tighten
closures. Tip container on its side and roll it back and forth, ensuring
at least one complete revolution, for 30 seconds. Stand the container
on its end and tip it back and forth several times. Turn the container
over onto its other end and tip it back and forth several times. Empty
the rinsate into application equipment ar a mix tank or store rinsate
for later use or disposal. Repeat this procedure two more times. Then
offer for recycling, if availahle or puncture and dispose of in a sanitary
fandfill, or by incineration, or if allowed by state and local authaorities,
by burning. If burned, stay out of smoke.

CONDITIONS OF SALE AND LIMITATION OF WARRANTY AND LIABILITY
MOTICE: Read the entire Directions for Use and Conditions of Sale and
Limitation of Warranty and Liabitity before buying or using this product. If the
terms are net acceptable, return the product at ence, unopened, and the
purchase price will be refunded.

The Directions far Usa of this product must be followed carefully. It is
impaossible to efiminate all risks inherently associated with the use of this
product. Ineffectiveness or other unintended conseguences may result
because of such factors as manner of use ar application, weather, presence
of other materials or other influencing factors in the use of the product, which
are beyond the control of Sharda Cropchem Ltd. or Seller. To the extent
consistent with applicable law, all such risks shall be assumed by Buyer and
User, and Buyer and User agree ta hold Sharda Cropchem Ltd. and Seller
harmtess for any claims relating to such factors.

Sharda Cropchem Ltd. warrants that this product conforms to the chernical
description on the label and is reasonably fit for the purposes stated in the
Directions for Use, subject to the inherent risks referred to above, when use”
in accordance with directions under normal use conditions. This warran:
does not extend ta the use of this product contrary to label instructions, o
under conditions not reasonably foreseeable to or heyond the control of
Seller or Sharda Cropchem Ltd. and Buyer and User assume the risk of any
such use. To the extent consistent with applicable law, Sharda Cropchem Ltd.,
MAKES NO WARRANTIES OF MERCHANTABILITY OR OF FITNESS FOR A
PARTICULAR PURFOSE NOR ANY OTHER EXPRESS OR IMPLIED WARRANTY
EXCEPT AS STATED ABOWE.

Ta the extent consistent with applicable law, neither Sharda Cropechem Ltd.
or Seller shall be liable far any incidental, consequential or special damages
resulting from the use or handling of this preduct. TO THE EXTENT
COMSISTENT WITH APPLICABLE LAW, THE EXCLUSIVE REMEDY OF THE USER
"C']-?BUYER AND TH'E;XCLUS,E\TE,J_IABILI Y OF SHARDA CROPCHEM LTD. AND
SELLER F)R CANY AND AN GLAIW'S, LOSSES, IMJURIES OR DAMAGES
ENCLADING -CLRMS BASED CN EIEACH OF WARRANTY, CONTRALT,
REGLIGENCE, OF'T STRICT UAE’L!T‘(\)F\' OTHERWISE} RESULTING FROM THE
USE OR HANDLIN(: OF THIS PRODUCF SHALL BE THE RETURN OF THE
PURCHASE PRICE OF THE PROOUCT OR, AT THE ELECTIOM OF SHARDA
CROPCHEM LTD. OR SELLER, THE REPLACEMENT OF THE PRODUCT.
Sharde Cr‘npcherr- Led=#ngd Seller offer this product, and Buyer and User
" accep(”it,"subjec) to the foregoing Conditions of Sale and Limitation of
Warraﬁw and Lishiline. Jwhich may not be modified except by written
agresrien’” 5|Lner‘: by a culy authorized representative of Sharda Cropchem

Ltd.
6













82633 XXXXX.20130315.v2 Draft Label Initial Registration

Sharda Dicamba Technical

For Manufacturing Purposes Only
Formulators who use this product are responsible for obtaining EPA registration for their
formulated end-use products.

Active Ingredient:

Dicamba (3.6-dichloro-g-anisic acid).............cccoiieini e 99.1%
Other Ingt  Hents: ..o 00.9%
TORAL ... s e e bbb e et e rnr e ane s 100.0%

KEEP OUT OF REACH OF CHILDREN
DANGER/PELIGRO

Si usted nn entiende /a efiqueta, busque a alguien para que se la explique a usted en
detalle. { _rou do not understand the label, find someone fo explain it to you in detail).

FIRST AID
IF IN EYES » Hold eye open and rinse slowly with water for 15-20 minutes.
o Remove contact lenses, if present, after the first 5 minutes,
then continue rinsing eye.
+ (all a poison cantrol center or doctor for treatment advice.

iF » Call a poison control center or doctor immediately for treatment
SWALLC fED advice.

e Have person sip a glass of water if able to swallow.

Do not induce vomiting unless told to do so by a poison control
center or doctor.

= Do not give anything by mouth to an unconscious person.
IFON St | * Take off contaminated clothing.
OR .

Rinse skin immediately with plenty of water for 15-20 minutes.
CLOTHII o Call a poison control center or. doctor for treatment advice.
NOTE TO PHYSICIAN

Probable mucosal damage may contraindicate the use of gastric lavage.

HOTLINE

Have the product container or labe! with you when calling a poison control center,
doctor, or going for treatment. For emergency information concerning this product, call
the poison control center at 1-800-222-1222.

See additional precautionary statements and directions for use on label.

EPA Reg. ». 82633- EPA Est. No.__
Net Contents: 25, 500 kg.
Manufactured for:
SHARDA CROPCHEM LTD.
DOMNIC HOLM, 29TH ROCAD
BANDRA (WEST), MUMBAI - 400050 ¢

PRECAUTIONARY STATEMENTS

Fage 1of 4
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82633.0(XXX.20130315.v2 Draft Label Initial Registration

HAZARDS TO HUMANS AND DOMESTIC / IMALS

DANGER/PELIGRO

Corrosive. Causes irreversible eye damage. May be fatal if swallowed. Harmfu if
absorbed through skin. Do not get in eyes or on clothing. Wear protective eyewear
(goggles or face shield). Wash thoroughly with soap and water after handling and
before eating, drinking, chewing gum, using tobacco, or using the toilet. Remove and
wash con ninated clothing before reuse. Wear long-sleeved shirt and long pants,

socks, sh- s, and gloves. Prolonged or frequently repeated skin contact may cause
allergic re tions in some individuals.

ENVIRO} ENTAL HAZARDS

Do not discharge effluent containing this product into lakes, streams, ponds, estuaries,
oceans 0/ aters unless in accordance with the requirements of a National Pollutant
Discharge Elimination System (NPDES) permit and the permitting authority has been
notified in  iting prior to discharge. Do not discharge effluent containing this product to
sewer sys  ms without previously notifying the local sewage treatment plant authority.
For guida 2 contact your State Water Board or Regional Office of EPA.

DIRECTIONS FOR USE

Itis a viol: n of Federal law to use this product in a manner inconsistent with its
labeling.

This prod ~ may only be used to formulate products that are registered and/or exempt
from regis tion by the US EPA. If the producer desires to formulate products that are

not EPA ¢ roved, the producer is responsible for fulfilling all requirements for obtaining
EPA registration.

Only for formuiation into an herbicide for the following uses:

1. Terrestrial Food: Asparagus, corn, millet, small grains (barley, oats, teff, wheat),
sorghum (including sudangrass), soybeans and sugarcane.

2. Terrestrial Non-food Crop: Conservation Reserve Program Areas, Cotton,
falll  systems, farmsteads, fence rows, grass forage, fodder and hay (including
grasses grown for seed), golf courses, industrial areas, lawns, non-irrigation
ditc anks, pasture and rangeland, rights-of-way, roadsides, sod farms, and turf.

3. Uses for which US EPA has accepted the required data and/or citations of data
that the formulator has submitted in support of registration; and

4. Use for experimental purposes that are in compliance with US EPA
requirements.

Paga 20f4
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82633.XXXXX.20130315.v2 Draft Label Initial Registration

The user is responsible for determining the suitability of using this product for any
specific purpose, and for the manufacturing practices employed, and to ensure proper
safety precautions that may be required.

STORAGE A ) DISPOSAL
Do not contan ate water, food, or feed by storage and disposal.

Pesticide Stc ge: Store in original container in a well-ventilated area separately from fertilizer,
feed, and fooc  uffs. Avoid cross-contamination with other pesticides. For help with any spill,
leak, fire or @ sures involving this material call CHEMTREC 1-800-424-3300.

Pesticide Dis »sal: Pesticide wastes are acutely hazardous. Improper disposal of excess
pesticide, spri mixture, or rinsate is a violation of Federal law. If these wastes cannot be
disposed of by use according to label instructions, contact your State Pesticide or Environmental
Control Agent  or the Hazardous Waste representative at the nearest EPA Regional Office for
guidance.

Container Hz lling:

Nonrefillable container. Do not reuse or refill this container. Triple rinse container (or
equivalent) pr pily after emptying. Triple rinse as follows: Empty the remaining contents into
application equipment or a mix tank. Fill the container % full with water. Replace and tighten
closures. Tip container on its side and roll it back and forth, ensuring at least one complete
revolution, for ) seconds. Stand the container on its end and tip it back and forth several times.
Turn the container over onto its other end and tip it back and forth several times.. Empty the
rinsate into ap cation equipment or a mix tank or store rinsate for later use or disposal. Repeat
this procedure vo more times. Then offer for recycling, if available or puncture and dispose of in
a sanitary landfill, or by incineration, or if allowed by state and local authorities, by burning. If
burned, stay c  of smoke.

CONDITIONS OF SALE AND LIMITATION OF WARRANTY AND LIABILITY

NOTICE: Read the entire Directions for Use and Conditions of Sale and Limitation
of Warranty and Liability before buying or using this product. If the terms are not
acceptable, return the product at once, unopened, and the purchase price will be
refunded.

The Directions for Use of this product must be followed carefully. It is impossible to
eliminate all risks inherently associated with the use of this product. Ineffectiveness or
other unin 1ded consequences may result because of such factors as manner of use
or application, weather, presence of other materials or other influencing factors in the
use of the -oduct, which are beyond the control of Sharda Cropchem Lid. or Seller. To
the extent consistent with applicable law, all such risks shall be assumed by Buyer and
User, and Buyer and User agree to hold Sharda Cropchem Ltd. and Seller harmless for
any claims relating to such factors.

Page 3 of 4
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82633.XXXXX.20130315.v2 Draft Label Initial Registration

Sharda C pchem Ltd. warrants that this product conforms to the chemical description
on the label and is reasonably fit for the purposes stated in the Directions for Use,
subject to e inherent risks referred to above, when used in accordance with directions
under nol al use conditions. This warranty does not extend to the use of this product
contrary to label instructions, or under conditions not reasonably foreseeable to or
beyond the control of Seller or Sharda Cropchem Ltd. and Buyer and User assume the
risk of anv such use. To the extent consistent with applicable law, Sharda Cropchem
Ltd., MAF S NO WARRANTIES OF MERCHANTABIL!ITY OR OF FITNESS FOR A
PARTICULAR PURPOSE NOR ANY OTHER EXPRESS OR IMPLIED WARRANTY
EXCEPT. | STATED ABOVE.

To the ex 1t consistent with applicable law, neither Sharda Cropchem Ltd. or Seller
shall be li ‘e for any incidental, consequential or special damages resulting from the
use or ha ling of this product. TO THE EXTENT CONSISTENT WITH APPLICABLE
LAW, THE EXCLUSIVE REMEDY OF THE USER OR BUYER, AND THE EXCLUSIVE
LIABILITY OF SHARDA CROPCHEM LTD. AND SELLER FOR ANY AND ALL
CLAIMS, DOSSES, INJURIES OR DAMAGES (INCLUDING CLAIMS BASED ON
BREACH F WARRANTY, CONTRACT, NEGLIGENCE, TORT, STRICT LIABILITY
OR OTHERWISE) RESULTING FROM THE USE OR HANDLING OF THIS PRODUCT,
SHALL E THE RETURN OF THE PURCHASE PRICE OF THE PRODUCT OR, AT

THE ELECTION OF SHARDA CROPCHEM LTD. OR SELLER, THE REPLACEMENT
OF THEF ODUCT.

Sharda C oachem Ltd. and Selier offer this product, and B rer and User accept it,
subject to the foregoing Conditions of Sale and Limitation of Warranty and Liability,
which mav not be modified except by written agreement signed by a duly authorized
represent. /e of Sharda Cropchem Ltd.

Page dof 4
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UNITED STATES EAVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

OFFICE OF CLIEYHC A1 SAFETY AND POLLUTION PRFVENTION
OFFICE OF PESTICIDE PROGRAMS REGISTRALTON BN ISEON (5081

DP BARCO| No.. 410792, 421143; FILE SYMBOL No.: 82633-EN: PRODUCT NAME: Sharda

Dicamba Tecnnical; DECISION No.: 476717; PC Code(s): 020801; ACTION CODE: R333; FOOD Use:
Yes

DATE; July 7, 2014

SUBJECT: Product Chemistry Review of “Sharda Dicamba Technical”

FROM: Shyam Mathur, Ph. D
Product Chemistry Team Leader q,,f ] \’]
Technical Review Branch/RD (7505P) e q’f—-
TO: Dianne Morgan / Kathryn Montague, RM 23 > N

Herbicide Branch / RD (7505P)

REGISTRANT: Sharda Worldwide

USE: Herbicide

FOOD USE: Yes[X] No{]

MRID Numbers: 490851-01 to 490851-12, 493933-01 & 493933-02

Table of Contents
INTRODUC1 N

SUMMARY ( FINDING S . e e et e e e e e aen e 2
PR OO DU T T N T Y et e ettt et et et ettt e e e e rar e e 5
PRODUCTION PROC E S S . e e et e e et et e e et et et ee e e i

DISCUSSION ON IMPURITY ... e et s b ee e ee e e e e 10
PRELIMINARY ANALY SIS i et e e et e e e e e e 10

14



*Manufacturing process information may be entitled to confidential treatment*

*Product ingredient source information may be entitled to confidential treatment*

DP BARCODE No.: 421143, 410792; FILE SYMBOL No.: 82633-EN; PRODUG » NAME: Sharda
Dicamba Technical; DECISION No.: 476717; PC Code(s): 029801; ACTION CODE: R333; FOOD Use:
Yes

INTRODUCTION:

The registrant has submitted an application for the registration of the new technical product Sharda
Dicamba technical. The registrant has submitted a CSF for basic formulation (dated March 19, 2013) and
the supporting product chemistry data (group A & group B) with MRID Nos. 490851-01 to 490851-12. The
Dicamba technical is produced by [ NG

The registrant on February 13, 2014 submitted a revised basic CSF (dated May 23,
2014) and the additional supporting data on the five batch analysis with MRID No, 493933-01 & 493933-
02. The additional data is on the analysis of Polychlorinated Dioxins & Furans in the five batches of
Dicamba technical. The registrant has claimed that the proposed technical is substantially similar to the
registered product with Reg. No. 42750-57. TRB has been asked to evaluate and determine the
acceptability of the proposed revised basic CSF (dated 05-23-2014) and the supporting product chemistry
data and also determine similarity to the cited product.

SUMMARY OF FINDINGS
1. The findings for Group A guideline data were as follows:

830.1550 (product identity & composition): The registrant has submitted a revised CSF for basic
formulation (dated 05-23-2014). The product chemistry data corresponding to this guideline
submitted on the CSF satisfy the data requirements of 40CFR§158.320. The nominal
concentration 99.1% for Al concurs with the product label claim nominal concentration of
99.1%. The analysis for dioxins & furans shows that all dioxin congeners are below the EPA
level of concern of 0.1 ppb and that average levels of all congeners for all five batches are
below 0.1 ppb [MRID 490851-01 & 493933-01).

830.1600 (description of materials used to produce the product): The product chemistry data submitted
corresponding to this guideline satisfy the data requirements of 40CFR§ 158.325. The
registrant has submitted the MSDS's for all the starting materials used to produce the
dicamba technical [MRID No. 490851-02].

830.1620 (description of production process): The product chemistry data submitted corresponding to

this guideline satisfy the data requirements for AOCFR&158.330. The crude dicamba technical
was iroduced in ah

leading to dicamba with 99% purity. The details of the production process have been
provided by the registrant [MRID No, 490851-02].

830.1670 (discussion on the formation of impurities): The product chemistry data submitted
corresponding te this guideline satisfy the data requirements for 40CFR§158.340. The
registrant has listed himpurity (in the proposed revised basic CSF 05-23-2014) which
was identified and detected at the concentration of >0.1% in addition tollllll The registrant
has provided the mechanisms of the formation of potential impurities in dicamba technical.
The impurities of tox concern like polychlorinated dioxins & furans are present at levels of
below 0.1 ppb as determined during the additional 5 batch analysis [MRID No. 430851-01 &
483933-01 & -02].

o]
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DP BARCOI No.: 421143, 410742, FILE SYMBOL No.: 82633-EN; PRODUL . NAME: Sharda

Dicamba Technical; DECISION No.: 4768717; PC Code(s): 029801; ACTION CODE: R333; FOOD Use:
Yes

830.1700 (¢ liminary analysis): The product chemistry data submitted corresponding to this guideline to
¢ port the claims on the CSF satisfy the data requirements of 40CFR§158.345. The five lots
ot the test substance were analyzed to verify the concentratic  »f Dicamba technical. The Al
content and impurities were determined by HPLC-UV method. The GC-MS in SIM mode
method was used for the determination of dioxin in technical Dicamba. The analytical
methods have been validated for linearity, accuracy and precision. The range of dioxin
congeners were also determined by using *US EPA Method 1613 Tetra-through Octa-
¢ rinated Dioxins and Furans by isotope Dilution HRGC/HRMS". The results of this analysis
s wed that levels of 7 dioxin congeners in this batch are well below leve! of concern of 0.1
ppp. It was also concluded that the average Total TEQ of 5 batches is 0.02 ppb, well below
0.1 ppb [MRID No. 490851-01 & 493933-01 & -02).

830.1750 (certified limits): The product chemistry data submitted corresponding to this guideline satisfy
t requirements of 40CFR§158.350. The nominal concentrations for the active ingredient
¢ the impurities are based on the five batch analysis [MRID No. 490851-01].

830.1800 (¢ rcement analytical method): The product chemistry data submitted corresponding to this
{ leline satisfy the requirements of 40CFR§158.355. The content of the active ingredient
was determined by using Reversed phase HPLC-UV (205 nm} externai standard technique.

analytical method was validated for precision, accuracy and linearity. [MRID No.
< 851-03).

2. The 830 series group B guideline data (physical-chemical properties) submitted satisfy the
data requirements of 40CFR§158.310(e), except for the guideline 830.6314. The registrant has

requested  ivers with justifications for some of the physical-chemical properties data [MRID No
490581-01].

The registrant has stated that the results of one year storage stability (830.6317) and corrosion
characteristics (830.6320) will be submitted on completion of the studies which are under
progress[MRID No. 480581-01].

16



*Product ingredient source information may be entitled to confidential treatment*

DP BARCODE No.: 421143, 41079«; FILE SYMBOL No.: 82633-EN; PRODUC . NAME: Sharda

Dicamba Technical; DECISION No.: 476717; PC Code(s): 028801; ACTION CODE: R333; FOOD Use:

Yes

CONCLUSIONS:

The TRB has reviewed the product chemistry data submitted for proposed Sharda DicambaTechnical
{produced by ) to
support the proposed revised basic CSF and has conciuded that:

1. The product chemistry data submitted for guideline B30 Series group A are acceptable.

2. The proposed revised CSF for basic formulation {dated 05-23-2014) is acceptable. The nominal
concentration  99.0% concurs with the product labei claim nominal concentration of 99:0%. The revised
basic CSF {d: 1 05-23-2014) will repiace the previously submitted basic CSF (dated March 19, 2013).

3. The product chemistry data submitted for guideline 830 Series group B are acceptable; except for the
guideline 830. 14 The registrant must submit to the Agency the results of the studies for the guidelines
8306317 and 0.6320 on compietion.

4, The registrant must conduct the studies corresponding to guideline 830.6314 (oxidation/reduction)
following the 830 Series product properties guidelines. The study must be conducted to determine the
compatibility and non-compatibility of the test substance towards commonly used house hold
chemicals like oxidizing agents, reducing agents, kerosene, water etc.

5. The proposed product with File Symbol No. 81633-EN was determined not to be substantially similar to
the cited prod  with Reg. No. 42750-57 from the product chemistry point of view. The impurity profile of
the cited and  posed are not similar, therefore, it was concluded that two products are not substantially
similar.

17



*Product ingredient source information may be entitled to confidential treatment*

DP BARCODE No.: 421143 410792, FILE SYMBOL No.: 82633-EN; PRODUCT NAME: Sharda

Dicamba Technical: DECISION No.: 476717, PC Code(s): 029801; ACTI{ CODE: R333; FOOD Use:

Yes

830.1550. Pr¢ ¢t identity & composition: (MRID No. 480851-02)

PRODUCER:
I
N
I
Chermical N e 3,6-dichloro-2-methoxybenzoic acid
IUPAC name 3,6-dichloro-o-anisic acid
CAS Numbers: 1918-00-9
COH
a OCH;

18



*Product ingredient source information may be entitled to confidential treatment*
*Manufacturing process information may be entitled to confidential treatment*

DP BARCODE No.: 421143 4107%¢; FILE SYMBOL No.: 82633-EN; PRODUC . NAME: Sharda

Dicamba Technical, DECISION No.: 476717, PC Code(s): 029801; ACTION CODE: R333; FOOD Use:

Yes

Group A Data

Table 1. Man

1cturing and Impurity Data Sharda Dicamba Technical

GLN

Requirement

MRID

Status

Details and /or Deficiency

830.1550

Pr

ct ldentity and composition

490851-02

A

Submitted revised basic CSF (dated 05-23.43)
with NC of 89.0% for the Al

830.1600

Description of materials used fo
preduce the product

A

Submitted the MSDS's for all the starting
materials used in the synthests of Dicamba
technical at the site located at

830.1620

Description of production

pro

i5

The Dicamba technical was produced in
d1 he

manufacturing process has been described in
detail. The quality assurance procedures
adopted in each step of the process have been
included.

§30.1670

Dis
img

ision of formation of
lies

493933-01
490851-02

Impurities discussed and identified. The
discussions an the mechanisms of the
formation of all impurities listed on the CSF
have been provided. mpufity has
keen listed in the CSF, The registrant has listed
polychlorinated dioxing & furans which are
present #t the concentrations below the 0.1 ppb

830.1700

Pre

inary analysis

490851-01
493933-02

The GC-MS in SiM mode method was used for
the determination of dioxin in technical
Dicamba. The anatytical methods have been
vaiidated for inearity, accuracy and precision.
The range of dioxin congeners were aiso
determined by using “US EPA Method 1613
Tetra-through Octa-chlorinated Dioxins and
Furans by isotope Dilution HRGC/HRMS™. The
results of this analysis showed that levets of 7
dioxin congeners in this batch are well below
level of concarn of 0.1 ppb. It was alse
concluded that the average Total TEQ of 5
batches is 0.02 ppb. well below 0.1 pph.

8301750

Certified Imnits

430851-01

The proposad limits for the Al and the
impurities are based on five batch anaiysis.

§30.1800

Enforcement analytical method

490857-03

The HPLC/UV {205 nm) method was used for
the determination of the Al contents. The
external standard quatification technigue was
used. Tha method was validated for pretision,

linearity and accuracy.

A = Acceptabte; ** - Unacteptable (see Deficiency}; N/A = Not Applicable; G = Data gap; | = In pregress:

U = Up-grade (a

onal information required):

19



DP BARCODE No.: 421143, _410792; FILE SYMBOL No.: 82633-EN; PRODUC 1 NAME: Sharda
Dicamba Technicai; DECISION No.: 476717; PC Code(s); 029801; ACTION CODE: R333; FOOD Use:

Yes

830 Series Sul

ap B (Physical-Chemical properties)

Table 2: Physi  and Chemical Properties of : $harda Dicamba TGAI/MUP
GLN Requirement MRID Status Result or Deficiency
830.6302 olor 490851-04 A Yellow
830.6303 hysical state oo A Solid {dry powder)
830.6304 dor oo A Characteristic odor
830.6313 Stability to normal and 490851-05 A Stable at room temperature and also for 2 weeks at
elevated temperatures, 54°C, Stable to metals like stainless steel, Al, Cu,
etals, and metal ions 460851-06 Fe and Brass.
830.6314 cdationfreduction: 490581-08 N No study was done to show compatibitity and non-
iemical incompatibility compatibility to commonly used household
chemicals.
830.6315 amemability Waiver request W Accepted
letter 03-18-13
830.6316 plodability oo W Accepted
830.6317 orage stability G No data submitted
830.6319 iscibility Waiver request W Accepted
letter 03-19-13
830.6320 Jrmasion characteristics G No data submitted
830.7000 pH 490851-08 A 211 (1% mA at 20.2°C
830.7050 Jiisinle absomption 475047-09 A
{Cited)
830.7100 Viscosity Waiver request W Accepted
letter 03-19-13
830.7200 Melting point letter 03-19-13 A 115°C [CRC Handbook of Chem. & Phy. 88" ED.
2007-2008, Boce Raton, FL, p.3-156].
{cited}
§30.7220 iifing point Waiver request W Accepted
letter D3-99-13
830.7300 Density 49085109 A Tap ={.898 g¢/m! at 25°C
Pour = 0.728 glce at 25°C
830.7370 Dissociation constants in 490851-1Q A pKa=1958K, =112 x 107 at 25°C
iter (DC)
using 0.1 mol L™ HCI as titrant solution
830.7550 Pariition coefficient 490851-11 A Log Pa = 2.465 at 20°C; pH = 1.47
830.7840 ater solubifity: 490851-12 A Water = 5.393 g/}, acetone = 799.2639 g/1; methanol
) = 815.3960 g1 @ 20°C
830.7950 Vapor pressure Letter dated A 3.38 x 10° mm Hg at 25°C
03.19-13
Refer: SRC PhysProp Dala base
{cited)
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DP BARCODE No.: 421143, 410792; FILE SYMBOL No.: 82633-EN; PRODUCT NAME: Sharda

Dicamba Technical, DECISION No.: 476717; PC Code(s): 029801; ACTION CODE: R333; FOOD Use;

Yes

A = Acceptable; N = unacceptable {see Deficiency); N/A = Not Applicable; G = Data gap; | = In progress or need upgrade: U = Up-

grade {additicnal information required)

Note1. 830.7

} {UV-VIS): (MRID No. 475047-09)

A. DYy violet and Visible Spectrum

Instruw nt:
Concenl ations:

Perkin-Elmer Lambda 5 UV/VIS spectrumeter

1.81 x 10° M and 3.62 x 107 X

Solvent: O (distilled)
Scanni; 200-750 n¥, 1 cn ocell
Bpectn see appendix 1
Wavele ryth Molar Absorptivity Transition
(rm) (L/mol=cm)
203.1 3.42 X 10* B
230 8.68 X 10° (estimate) i, ~a
(shoul] =ar)
276.0 5.12 X 10? L, - A
280 5.03 X 10° (estimate) ', - A
(shoul 1)
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*Pages 22-26 - Manufacturing process information may be entitled to confidential treatment*
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

May 30, 2014 OFFICE OF CHEMICAL SAFETY
AMND POLLUTION PREVENTION

WAGNER | GULATORY ASSOCIATES, INC.
SHARDA C DJPCHEM LIMITED

7217 LANC STER PIKE, SUITE A

POBOX : ¢ )

HOCKESSI  DE 19707

Report of Analysis for Compliance with PR Notice 11-03

Thank you for your submittal of 28-MAY-14, Our staff has completed a preliminary analysis
of the mate il. The results are provided as follows: '

Your s mittal was found to be in full compliance with the standards for submission of data
contained in PR Notice 11-03. A copy of your bibliography is enclosed, annotated with Master
Record ID's MRIDs) assigned to each document submitted. Please use these numbers in all future
references to these documents. Thank you for your cooperation. 1f you have any questions
concerning this dala submission, please raise them with the cognizant Product Manager, to whom
the data ha been released.
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DATA TRANSMITTAL DOCUMENT

1. ame and Address of Submitter

harda Cropchem Ltd. (Company No. 82633)
lumbai, India

'o Wagner Regulatory Associates

O Box 640

ockessin, DE 19707

2. equlatory Action In Support Of Which This P :kage Is Submitted
harda Dicamba Technical, EPA Reg. No. 82633-EN, Resubmission
3. Transmittal Date
May 23, 2014

4. ist of Submitted Report

Sharda Dicamba Technical Discussion of Formation of Impurities, EFA

46393301 Guideline No. 830.1670, 6 pages.

The Analysis of Polychlorinated Dioxins and Furans in Five Batches of
Dicamba (CAS No. 1918-00-9), EPA Guideline 830.1700, Scientific
49393302 Analysis Laboratories, 119 pages.

Company _fficial:

I:: James M. Waagner

Authorized Agent Signature

Company ame:  Sharda Cropchem Lid.

Company >ntact:
James M. Wagner (302) 635-7290
Authorized Agent Phone




Morgan, Dianne

From: Marty Monell <Monell. Marty@epamail.epa.gov> on behalf of Workflow Messenger
<Workflow_Messenger@epamail.epa.gov>

Sent: Friday, April 25, 2014 8:27 AM

To: Monell, Marty; Morgan, Dianne

Subject: Recommendation of Division Directors Negotiated Due Dates has been completed by Marty
Maoneil.

Recommendation of Division Directors Negotiated Due Dates has been completed by Marty Monell,

Author: Dianne Mo In
Chemical: Dicamba
Form Date: 04/22/2014
Decision #: 476717

Registration #. 826: EN

Petition #:

Original PRIA Due{ e; 02/11/2014
Previous Negotiatea vue Dates: 04/25/2014, , ,
Proposed New PRIA Due Date: 07/25/2014

Click on this link to; :ess this form:

https:/iwebforms epa.goviwebforms/webformsadmin. nsfformOpen?OpenAgent& UNID=6E5317F24FFF22DF85257CC20
05D62558USERDB=webforms/webformsapp.nsf

Click on this link to access all your forms;
https://webforms.epa.qov/webforms/webformsapp.nsf
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*Manufacturing process information may be entitled to confidential treatment*

Montague, Ka! yn V.

From:
Sent:
To:
Subject:

Hi, Jeff,

Thanks,
Kay

Montague, Kathryn V.

Tuesday, February 18, 2014 4:28 PM
Herndon, George

Dioxin concerns

Kathryn V. Montague
Product M: ger 23

OPPTS/OPP, )/HB

1200 Pennsvivania Ave., NW

Mailcode . )5P

Washington, DC 20460
Phone: (7t 1305-1243
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Decision #:

Registration #:

Petition #:

Issue(s) (describe  detail):
There is an impurity of  ncern at detectable levels. The registrant is contending that the levels are much iower and is submitting data to
support that.

Comment(s):
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SALused an EPAn ‘hod 1613 (isotope dilution) which determines levels of seven ¢,3,7,8 chloro dioxin cogeners
and ten 2,3,7.8 chloro furan cogeners using high resolution GC/MS. This method is the preferred EPA method for
this work and is the internationally accepted method for this type work The AgriFor lab that conducted the 5
batch report which Shyam reviewed did not use the EPA method 1613. AgriFor actually analyzed for incorrect
cogeners and did not use high resolution GC/MS therefore SAL believes the AgriFor results are not robust and are
not suitable an assessment of dioxins in dicamba. This is the same conclusion reached by UK HSE

The SAL analysis using EPA 1613 gave results well below the EPA level of 0.1 ppb for total dioxins. I can quickly
submit the SALan tical results with a justification that they are more technically appropriate for judging dioxin
content in Sharda’s Dicamba Technical than the method and results from AgriFor Lab.

I will call you shortly to discuss. Thanks for your consideration on this.

Best regards,

Jim Wagner

Regulatory Consuli 1t

Tel: 302-635-7290
Mobile: 302-530-5745
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Morgan, Diann

From: William Jordan [Jordan. William@epamail.epa.gov] on behalf of Workflow Messenger
[Workflow_Messenger@epamail epa.gov)
Sent: Tuesday, February 25, 2014 5:13 PM
To: Jordan, William; Mergan, Dianne
Subject: Recommendation of Division Directors Negotiated Due Dates has been completed by William
’ Jordan.

Recommendation of Division Directors Negotiated Due Dates has been completed by William Jordan.

Author: Dianne Morgan
Chemical; Dicamba
Form Date: 02/25/2014
Decision #: 476717

Registration # 82633-EN

Petition #:

Original PRIA Due Date: 02/11/2014
Previous Negotiated Due Dates: 02/25/2014, , ,
Proposed New PRIA Due Date: 04/25/2014

Click on this link to  :cess this form:

https./fwebforms. epa.goviwebforms/webformsadmin. nsfformOpen?0penAgent&LUNID=05CB89EE796FBBO9985257C8AD
06D875A8USERDB=webforms/webformsapp.nsf

Click on this link to  :cess all your forms:
https.//webforms epa.goviwebforms/webformsapp. nsf
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Morgan, Dianr

From: Lois Rossi [Rossi.Lois@epamail.epa.gov] on behalf of Workflow Messenger
[Workflow_Messenger@epamail.epa.gov]

Sent: Tuesday, February 25, 2014 5:07 PM

To: Morgan, Dianne

Subject: Recommendation of Division Directors Negotiated Due Dates has been approved by Lois
Rossi.

Recommendation « DJivision Directors Negotiated Due Dates has been approved by Lois Rossi.

Author: Dianne Morgan
Chemical: Dicamba
Form Date; 02/25/2014
Decision #, 476717

Registration #: 82633-EN

Petition #:

Criginal PRIA Due Date: 02/11/2014
Previous Negotiate Jue Dates: 02/25/2014, ,
Proposed New PRIA Due Date: 04/25/2014

Click on this link to  cess this form:

https:/iwebforms epa goviwebformsiwebformsadmin.nsffformOpen?OpenAgent&UNID=05C89E6796F BBI9985257C8A0
06D875A&USERDB=webforms/webformsapp.nsf

Click on this link to  cess all your forms:
hitps.//webforms, epa.gov/webforms/webformsapp.nsf
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Morgan, Dianr

From: Kathryn Montague [Montague Kathryn@epamail.epa.gov] on behalf of Workflow Messenger
[Workflow_Messenger@epamail.epa.gov]

Sent: Tuesday, February 25, 2014 3:55 PM

To: Morgan, Dianne

Subject: Recommendation of Division Directors Negotiated Due Dates has been approved by Kathryn
Montague.

Recommendation of Division Directors Negotiated Due Dates has been approved by Kathryn Montague.

Author: Dianne Morgan
Chemical: Dicamba
Form Date: 02/25/2014
Decision #: 476717

Registration #: 82633-EN
Petition #:

Criginal PRIA Due Date: 02/11/2014
Previous Negotiated Due Dates: 02/25/2014, , ,
Proposed New PR Due Date: 04/25/2014

Click on this link to  :cess this form:

https://webforms.epa.goviwe bforms/webformsadmin. nsffformOpen?CpenAgent& UNID=05C3SE67 S8FBB29S85257C8A0
06D875A&USERDB=webforms/webformsapp.nsf

Click on this link to  cess all your forms:
hitps./fiwebforms.epa.goviwebforms/webformsapp.nsf
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Morgan, Dianne

From: Lois Rossi [Rossi. Lois@epamail.epa.gov] on behalf of Workflow Mess 2nger
[Workflow_Messenger@epamail.epa.gov]

Sent: Tuesday, February 18, 2014 1:54 PM

To: Morgan, Dianne

Subject: Recommendation of Division Directors Negotiated Due Dates has bee 1 approved by Lois
Rossi.

Recommendation of Division Directors Negotiated Due Dates has been approved by Lois Rossi.

Author: Dianne Mor 1
Chemical: Dicamba
Form Date: 02/11/2014
Decision #: 476717

Registration #: 8267 =N

Petition #:

Original PRIA Due Date: 02/11/2014
Previous Negotiated Due Dates. , , ,
Proposed New PRIA Due Date: 02/25/2014

Click on this linktoa  2ss this form:

https.//webforms epa.goviwebformsiwebformsadmin.nsfformOpen?OpenAgent&UNID=3F98477E 34E97CDBE5257C7C0O
070C7T1E&USERDB=webformsiwebformsapp. nsf

Click on this fink to access all your forms:
htips: //webforms.epa goviwebforms/webformsapp. nsf

67



68



69



Decision #: Registration #: Petition #:

Issue(s) (describe in detail):
The issue revolves arouind whether there are other dicamba technical products with as high or higher levels ol a specific impurity in the
product, The company wants to submit an analysis conducted by Scientific Analysis laboratories LTD (SAL) i at gave results well below

the Agency's level of concem.

Comment(s):
Issue discovered shortly prior to PRIA due date - not a true data deficiency, although some additional information may be submitted for

TRB to review.
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Audit Trail for

Recommendation of Division Directors Negotiated Due Dates

PDF Name: PRIAvS.pdt
Form Number;PRIA
Document ldentifier: PRIA-14056145620-DM
SUBMITTED on 0272572014 at 03:53:47 PM by CN=Dianne Morgan/QU=DC/O=USEPA/C=US
APPRCVED on 02/25/2014 at 03:55:24 PM by CN=Kaihryn Montague/QOU=0DC/O=USEPAI/C=US
APPROVED on 02/25/2014 at 05:07:21 PM by CN=tois RossQU=DC/O=USEPA/C=US
APPROVED AND COMPLETED on 02/25/2014 at 05:13:02 PM by CN=William Jordan/QU=DC/Q=USEPA/C=US
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Morgan, Dianne

From: Marty Monell [Monell. Marty@epamail.epa.gov] on behalf of Workflow Messenger
[Workflow_Messenger@epamail.epa.gov)

Sent: Wednesday, February 19, 2014 7:19 AM

To: Moneil, Marty, Morgan, Dianne

Subject: Recommendation of Division Directors Negotiated Due Dates has been completed by Marty
Monell.

Recommendation of Division Directors Negotiated Due Dates has been completed by Ma  * Moneill,

Author: Dianne Morgan
Chemical: Dicamba
Form Date: 02/11/2014
Decision #: 476717

Registration #. 82633-EN

Petition #:

Original PRIADue £ 2 02/11/2014
Previous Negotiated Mie Dates: |, |
Proposed New PRIA ue Date: 02/25/2014

Click on this link to access this form:

hitps./fwebforms. epa. goviwebforms/iwebformsadmin.nsfformOpen?OpenAgent8&UNID=3FSB477ES4ES7CDB85257C7C0
070C71E&USERDB=webforms/webformsapp.nsf

Click on this link to access all your forms:
https.//webforms. epa.goviwebforms/webformsapp nsf
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Morgan, Dianne

From: Kathryn Montague [Montague. Kathryn@epamail.epa.gov] on behaif of Workflow Messenger
Workflow_Messenger@epamail.epa.gov]

Sent: Tuesday, February 11, 2014 5:04 PM

To: Morgan, Dianne

Subject: Recommendation of Division Directors Negotiated Due Dates as been approved by Kathryn
Montague.

Recommendation of Division Directors Negotiated Due Dates has been approved by Kathryn Montague.

Author: Dianne Mon 1
Chemical: Dicamba
Formmn Date: 02/11/2014
Decision #: 476717

Registration # 82633-EN
Petition #;

Original PRIA Due Date: 02/11/2014
Previous Negotiated Due Dates: , , ,
Proposed New PRIA Due Date: 02/25/2014

Click on this link to access this form:

https://webforms. epa. goviwebforms/webformsadmin. nsfformOpen?QpenAgent& UNID=3F9B477E94E97CDBR5237C7C0O
070C71E&USERDB=webhforms/webformsapp.nsf

Click on this link to access all your forms:
hitps:/fwebforms.epa. goviwebforms/webformsapp.nsf

73



Mogan, Dianne

To: jmw@wagnerreg.com

Ce: cheryi@wagnarreg.com
Subject: Renegotiation for Extension
Hello Jim,

This is a follow-up to our phone conversation in which 1 asked for an extension of the due date for this action which was
due out today, February 11, 2014. As| explained, we have been having issues with the last possible science date and the
PRIA date being the same. This is the case with this action. | spoke with the Branch Chief and Product Chemistry
Manager, and was told they could get the review to me next week. A apologize for this delay, and am requesting a two
week extension (2/25/14). This is the only piece that we need, all other reviews have been completed.
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Morgan, Dianne

From: Morgan, Dianne

Sent: Thursday, February 08, 2014 12:39 PM
To: ‘cheryl@wagnerreg.com'

Ce: 'Imw@wagnerreg.com’

Subject: Needed Revision to 82633-EN
Attachments: 82633-EN-V2-6Feb2014epacomments. pdf
Hi Cheryl,

Kay forwarded met revised label . There is still one more revision required in the “Environmental Hazards Section”
see attachment. Ple e revise ASAP today so | forward for signature. Thanks
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The PRIA date is 2/11. Vil double-check with Dianne on the label; there were a few changes needed, and
I provided her with additional comments. She should be contacting you about them very soon — she was
out earlier this week. If she’s not here today, 'll send you the label comments rmyself so that you have
time to add ss them. They were some minor adjustments based on the acute tox review.

Thank you,
Kay

From: Jam Wagner [mailfo:imw@wagnerreqg.com]

Sent: Wednesday, February 05, 2014 10:39 AM

To: Montague, Kathryn V.

Subject: Fwd: Sharda Dicamba Technical: 82633-EN; D-476717

Hi Kay

| hope you are doing well. | just wanted to confirm fhe PRIA date for the subject action. | have not heard
from Dianne regarding need for any label changes.

Thanks,

Jim Wagner

Begin forwarded message:

From: James Wagner <imw{@wagnerreg.com>

Date: February 3, 2014, 12:41:17 PM EST

To: "morgan.dianne@epa.gov” <morgan.dianne @epa.gov>
Sut -t: FW: Sharda Dicamba Technical: 82633-EN; D-476717

Hi Dianne,

1 am hoping you can provide me with some information for the referenced pending
act]

I have the PRIA for this action as Feb 10% - can you confirm please. And are there
any label revisions needed?

Thanks for your help.
Reg ds,

Jim Wagner
Regulatory Consultant

Tel: 302-635-7290
Mobile: 302-530-5745

77



78



79



80



81



82



FE T UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

g WASHINGTON, D.C. 20460
wl
=
w

E4
=
a
%%
ey OFFI{ F OF CHENMIC AL SAFETY

AND POLELTION PREY ENTTON

OFFICE OF PESTICIDE PROGR AMS
REGESTRATION DEVISION (750517

January 10, 2014

MEMORANDUM: ACUTE TOXICITY DERS FOR 82633-EN

Subject: Name of Pesticide Product: SHARDA DICAMBA TECHNICAL

EPA Reg. No. /File Symbol: 82633-EN

DP Barcode: DP 410794

Decision No.: 476717

Action Code: R333

PC Codes: 029801 (Dicamba: 99.1%)

T 03

From: Byron T. Backus, Ph.D., Toxicologist ﬂ T""‘ L 1ot

Technical Review Branch Jow— 27

Registration Division (7505P) 1 [‘/——%‘f‘j‘

oXi e [T A% KY T

To: Dianne Morgan/Kathryn Montague RM 23 f

Herbicide Branch

Registration Division (7505P)
Registrant: SHARDA WORLDWIDE EXPORTS PVT. LTD
FORMUL TTON FROM LABEL:
Active Ing lient(s): by wt.
029801 Dicamba 99.1%
Other Ingr ents: 0.9%

TOTAL 100.0%

ACTION QUESTED: The registrant has submitted an application to register a new produ
and forwar 1 a six-pack to support their registration. I am also forwarding copies of the admin.

Materials. The cited 42750-17 is substantially similar...”

BACKGROUND: There are 6 acute toxicity studies (MRIDs 49085113 through 49085118, all
conducted on material identified as Dicamba Technical), a cover letter (dated March 19, 2013)

from Wag

: Regulatory Associates, Inc., a Certification with Respect to Citation of Data

1
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{which states the registrant is using the selective method of support or cite-all option under the
selective method), a data matrix (dated 3/19/2013) which indicates the registrant owns the acute

toxicity data being used to support this registration, a proposed label (with the signal word
DANGER) and a CSF dated March 19, 2013.

COMMENTS AND RECOMMENDATIONS:

1. TRB has reviewed the 6 acute toxicity studies; five of these have been classified as
acceptable while the dermal sensitization study (MRID 49085118) has been classified as
supple: ntary (but upgradeable).

2. In order to upgrade the dermal sensitization study, individual data (including scores
follow. ;challenge) from the cited positive control assay (Intox Study No. 12350) have to
be submitted, reviewed and determined to be acceptable. On an interim basis and/or in lieu

of the positive control data, the Agency can register this product with a label indicating it is a
dermal sensitizer.

3. Based« the results of the five acceptable acute toxicity studies, and classifying 82633-EN
as a dermal sensitizer, the following is the acute toxicity profile of 82633-EN (SHARDA
DICAMBA TECHNICAL):

Acute Oral LDsq II Acceptable MRID 49085113
Acute Dermal LDsg 11 Acceptable MRID 49085114
Acute ] alation LCsy IV Acceptable MRID 49085115
Primary Eye Irritation I Acceptable MRID 49085116
Primary Dermal Irritation v Acceptabie MRID 49085117
Dermal Sensitization Positive™® (M D 49083118)*

*Study in MRID 49085118 currently classified as supplementary data; on an interim basis and/or in lieu of
individual animal positive control data, the Agency can register this product as a positive dermal sensitizer.

4. Based the acute toxicity profile given above, as well as information in the CSF and
regarding its proposed uses, the following is the precautionary and first aid labeling for
82633-EN (SHARDA DICAMBA TECHNICAL) as obtained from the L:  :] Review
System:
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PRODUCT ID #: 082633-00020
PRODUCT NAME: SHARDA DICAMBA TECHNICAL

PRECAUTIONARY STATEMENTS
SIGNAL WORD: DANGER

Hazards to Humans and Domestic Animals:

Corrosive. Causes irreversible eye damage. May be fatal if swallowed. Harmful if absorbed through skin,

Do not get  eyes or on clothing. Wear protective eyewear {goggles, face shield, or safety glasses).

Wash thoroughly with soap and water after handling and before eating, drinking, chewing gum, using
tobacco or  ng the toilet. Remove and wash contaminated clothing before reuse. Avoid tontact-with aK)V\
skin, Wear g-sleeved shirt and long pants, socks, shoes, and gloves.

Prolonged or frequently repeated skin contact may cause allergic reactions in some individuals.
First Aid:

If in eyes:

-Hold eye open and rinse slowly and gently with water for 15-20 minutes.
-Remove cc  act lenses, if present, after the first 5 minutes, then continue rinsing.
-Call a poison control center or doctor for treatment advice.

If swallowed:

-Call a poison control center or doctor immediately for treatment advice.
-Have person sip a glass of water if abie to swallow,

-Donotind :vomiting unless told to by a poison control center or doctor.
-Do not give anything to an unconscious person.

If on skin:

-Take off contarninated dothing.

-Rinse skin immediately with plenty of water for 15-20 minutes.
-Call a poison control center or doctor for treatment advice.

NOTE TO PHYSICIAN: Note to PM/CRM/Registrant: The proposed label should cantain a Note to
Physician which addresses the category I Primary Eye Irritant toxicity.

The following additional statements are suggested types of information that may be included, if
applicable: - technical information on symptomatology; - use of supportive treatments o maintain life
functions; - medicine that will counteract the specific physiological effects of the pesticide; - company
telephone r  1ber to specific medical personnel who can provide specialized medical advice,

Have the product container or label with you when calling a peison cantrol center or doctor or going for
treatment. You may also contact 1-800-0x-000¢ for emergency medical treatment information.

5. Theba :CSF (dated March 19, 2013) for 82633-EN should also be reviewed and accepted
by the TRB Chemistry Team.
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Reviewer: Byron T. Backus, Ph.D. Date: January 10, 2014
Risk Man: :r(EPA): 23

The following is the Acute Toxicity Data Evaluation Record (DER) for the previously
unreviewed acute toxicity studies (MRIDs 49085113 through 49085118) supporting the
registration of EPA File Symbol 82633-EN (SHARDA DICAMBA TECHNICAL).

1. DP BARCODE: 410794

2. PCCO :: 029801 (Dicamba)

3. CURRLNT DATE: January 10, 2014

4. TEST! ATERIAL: Dicamba Technical, CAS No. 1918-00-9, an almost white crystalline
fine powder, batch no. SW-010540, with a purity of 98.04%

Study/Species/Lab MRID Results Tox | Core
Study #/T e Cat | Grade
Acute oral toxicity / rat/ 49085113 | 3 female Wistar rats were orally I A
Intox Pwvi. Ltd., Maharashta, dosed at 2000 mg/kg and 6 were

India / Study No. 12680; dosed at 300 mg/kg. The test

Report No. material was suspended in 0.5%
R/12680/A0R/12/ 12 carboxy methyl cellulose, but no

September 112/ OCSPP information is provided as to the

870.1100; CD 423 dilution. At 2000 mg/kg all 3 rats

had ataxia and convulsions, and 2
were dead at 5 hrs after dosage; the
remaming rat was normal 3 days
after dosage and survived to
termimation. 6 rats were dosed at
300 mg/kg; all had ataxiaat I and 2
hrs after dosage, and one had ataxia
at 4 hrs. All were normal 5 hrs
after dosage. LDso < 2000 mg/kg; >
300 mg/kg. All had weight losses
between Days 0 and 1 but all
survivors had gained weight by day
15. (18-64 g) and between Days 7
and 14 (2-18 g). There were no
abnormalities at necropsy.
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Acute derm  toxicity /rat/ | 49085114 | 5M & 5F 13-15 week old Wistar III

Intox Pvt, Ltd., Maharashta, rats were dermally exposed (24 hr)

India / Study No. 12681, to 2000 mg test material moistened

Report No. with “analytical grade water.”

R/12681/ADR/12/ 12 There was no mortality and there

September 2012/ OCSPP were no signs of toxicity. LDsp>

870.1200; OECD 402 2000 mg/kg. All rats gained weight
between Days 1 (day of dosage)
and 7 except for 1F that lost 1 g.

All gained weight between Days 7
and 15. There were no
abnormalities at necropsy.

Acute inhalation toxicity / 49085115 | 5M & 5F 8 week old Wistar r: |AY

rat / Intox Pvt. Ltd., were exposed (nose-only for 4

Maharashta, India / Study hours) to an atmospheric concen-

No. 12682; eport No. tration of 3.37 mg Dicamba

R/12682/A /12/12 Technical/L. The MMAD was 1.43

September 112/ pm with a GSD of 2.74. There was

OCSPP 870.1300; OECD no mortality (LCso> 3.37 mg/L).

403 Signs following removal from
restraining tubes included nasal
discharge, abdominal breathing,
hypoactivity & ruffled appearance.
All signs were gone by day 6 (day
1=day of exposure). All gained
weight day 1 to 7 and again day 7
to 15. There were no abnormalities
at necropsy.

Primary eye irritation / 49085116 | 100 mg Dicamba Techtcal was |

rabbit / Intox Pvt. Ltd.,
Maharashta, India / Study
No. 12684; eport No.
R/12684/AEV/12/ 12
September 2012 / OCSPP
870.2400; OECD 405

instilled in the left eye of one
rabbit. The treated eye was washed
at 1 hr. There was persistent grade
1 corneal opacity from 24 hours
through day 21. The treated eye
also scored 2 for conjunctival
redness at 1 hr through day 7 and
for grade 2 chemosis from 24 hr
through day 7.
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Primary dermal irritation /
rabbit / Intox Pvt. Ltd.,
Maharashta, India / Study
No. 12683; Report No.
R/12683/ADL/12 /12
September 2012 /OCSPP
870.2500; OECD 404

49085117

3 rabbits received 4-hr dermal
exposure to (.5 g Dicamba
Technical moistened with
“analytical grade water.” There
was no irritation (all scores were
zero). PDII = (0.00.

v

Dermal sensitization /
Buehler assay / Guinea Pig /
Intox Pvi. Ltd., Maharashta,
India / Study No. 12685;
Report No. /12685/88/12/
12 Septem! -2012/
OCSPP §70.2600; OECD
406

49085118

20 {male and female, but numbers
of each sex are not reported) guinea
pigs were induced (dermal
exposure) on days 0, 7 & 1410 0.5
ml. of a 50% w/v solution of
Dicamba Technical in 80%
ethanol/water on their left flanks.
They were challenged (along with
10 control guinea pigs) on day 28
with a 71% w/v solution of
Dicamba Technical in acetone.
There was no positive response in
any of the animals. Experimental
part of study was completed 16
July 2012; positive control assay
(summarized p. 16) was completed
15 December 2011 with DNCB
(0.3% w/v in 80% ethanol/water
used for induction & 0.1% w/v in
acetone for challenge) with 35%
positive response. However, no
individual data or scores in positive
assay are reported so study is
currently classified as
unacceptable. Study can be
upgraded with individual data and
scores from the positive assay.

Not
sen-
siti-
zer

Core Grade Key: A =Acceptable, S = Supplementary, U= Unacceptable, D = Data Gap
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Memorandum

Date: O4 ) 02/ 13

To: EE , Regulatory Manager
From: Information Services Branch, ITRMD

Y our receipt of this data submission is not an
indicat n that MRIDs for the enclosed studies have
been pe¢ sted to OPPIN.

W _ expect that it will be approximately 5 days
from t! 2 above date before the study-level data is
available in OPPIN.

If you have any questions about this process,
please contact Teresa Downs (305-5363).

This 1s a; \.:Zéllly accepted submission
[ partially accepted submission
] rejected submission
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2 < .
L erat April 02, 2013 OFFICE OF CHEMICAL SAFETY
AND POLLUTION PREVENTION

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WWASHINGTOM, D.C. 20480

¥ Agenc

WAGNER REGULATORY ASSOCIATES, INC.
SHARDA WORLDWIDE EXPORTS PVT. LTD.
PO.BOX : 640

HOCKESSIN, DE 19707

Report of Analysis for Compliance with PR Notice 11-03

Thank you for your submittal of 21-MAR-13. Our staff has completed a preliminary analysis
of the material. The results are provided as follows:

Your submittal was found to be in full compliance with the standards for submission of data
contained in PR Notice 11-03. A copy of your bibliography is enclosed, annotated with Master
Record ID's (} IDs) assigned to each document submitted. Please use these numbers in all future
references to these documents. Thank you for your cooperation. If you have any questions
concerning th™ data submission, please raise them with the cognizant Product Manager, to whom
the data have been released.
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Is the data package consistent with PR Notice 86-5 (link to PRN §6-5)

Notice of Filing (link to

http://www.epa.gov/pesticides/regulating/tolerance petitions.htm) included
with petitions (link to
http://www.epa.gov/pesticides/regulating/tolerances.htm)

If appli ble for conventional applications, reduced risk rationale (link to
http://'www.epa.gov/opprd001/workplan/reducedrisk.html)

¥k

10

Required Data (link to

http://www.epa.gov/pesticides/regulating/data requirements.htm) and/or
data waivers. See Footnote C.

a) List study (or studies} not included with application
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Comments: | | - d
{rundiv M-:’ICUR)LEF’L wd L g 4 whnuad et fV'lf)’TPbM/y na

. 55 jlegibte

oo fiLesnied heoly # ) hedpg 155 SRET

Aim e |
4 pg DLALK. RQQIAWW wag

gl vy H 2 hoed pg-

con Faueol  on a?)-zg/B [ peiaile in entol m‘%mlmm’)- AUl

ooy  ALLLived e TIERINEER

- Temmicol  aund fmpwWa g gy, no inedts o aguibw.

PRN (1-03 Aevibw - Vopased

Toacktt — Parged!

J'f/f"b?-oz-z_g MRIY-49085])

* N/A — Not Applicable

Footnotes

A. During the 21 day initial content review, all CSFs will be reviewed to determine
whether all inerts listed, including fragrances, are approved for the proposed uses. If an
unapproved inert is identified, the applicant must either 1) resolve the inert issue by, for
examp. removing the inert, substituting it with an approved inert, submitting

docume¢ tation that EPA approved the inert for the proposed pesticidal uses, correcting
mistakes on the CSF, etc. or 2} provide the data to support OPP approval of the inert or 3)
withdraw the application. Removing or substituting an inert ingredient will require a new
CSF and may require submission of data. All information, forms. data and

docum tation resolving the inert issue must have been received by the Agency or the
application withdrawn within the 21 day period, otherwise, the Agency will reject the
application as described below.

To suc ssfully complete this aspect of the 21 day initial content screen, applicants are
strong encouraged to verify that all inert ingredients have been approved for the
application’s uses even if a product is currently registered by consulting the inert Web
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3. Withdraw the application (the Agency retains 25% of the full fee for the fee
category estimated); or

If none of the above options is selected and implemented during the 21 day
content review period, the Agency will reject the application and retain 25% of
the fee.

B. A policy on documentation of offers to pay is still being developed, however, for a
me-too or fast track (similar/identical) new product, R300 or A530, an application
without the necessary authorizations of offers to pay will be placed into either R301 or
A531. The Agency recommends that authorizations of offers to pay be submitted with
other PRIA applications to avoid delays in the Agency’s decision.

C. Biopesticide applicants are advised to contact the Agency and discuss study waivers

prior to submitting their application to the Agency. Documentation of such discussions
should  submitted with the study waiver.
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Script for Rejection Phone calls

Contact Name: TMM WﬁvgJ’M; (aahie Nolan

Phone#: 30, _.¢35-2290.302,635-7632
El'llail:_walw@warg}w/ey.cg%%jgg wﬂy ”Q/C AQﬁCGM/L

J
First Call/Initials: Second Call/Initials: Oq
Date: 03-29-13 Date: gy —01-13 ' 0

Time: 3:35 g Time: 7+ 25 p%
This is J‘Md e J Ay PN , EPA contractor.

I’m calling regarding your submission in supportof £ A m.g 4 82633-EN

We have found the following deficiencies regarding:

PR Notice 86.5: @ or No
Volume/Stidy¢ Title:

ftwdn # ) pg 155 iUegiiets
Vi 1me/Study Title:

ity # 2 pg. 4 b enk

V¢ 1me/Study Title:

Additional volumes continued on back of page: Yes or No

Application Package: Yes 0@

These d« ciencies have been approved by EPA.
The cori :tions can be faxed to 703-305-5060/Attn:

Second Call/Email:

If we do ot receive the corrections by , we will process
your sul 1issiom, accordingly. Please direct all future calls and
correspt dence to the appropriate EPA Risk Manager.
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March 19, 2013
Sharda Worldwide Exports Pvt. Ltd.
EPA Company No. 82633
Application to Register “Dicamba Technical”

(1) Request for Waiver of Data Reguirements: Guideline Nos. 830.6314, 6316, 6319, 6321, 7100,
7220, 7520

It is requested that the requirement for the following data be waived based on the justification provided
below.

Guideline Data Reguirement Justifica n for Waiver
830.6314 Oxidation/Reduction EPA Guidefines state:

Reguired when the product contains
an oxidizing or reducing agent.

Justification: The chemical structure
of Dicamba Technical indicates it is
not a strong oxidizing or reducing
agent,

830.6316 Explodibility EPA guidelines state:
Required when the product is
potentially explosive,

Justification: Sharda Dicamba
Technical is not a reactive substance
nor does it possess potential energy
that could produce an explosion
from the effect of thermal, shock or
friction.

Ref: http://www.fao.org

830.6319 Miscibilily EPA guideiines state:

Required when the product is an
emulsifiable liquid and is to be
diluted with petroieum solvent.

Justification: Ske-cy Dicamba
Technical is a technica: grade active
ingredient and is not an emul-itizble
liquid.

Sharda Worldwide Exports Pvt. Ltd. Page 1 of 3
Application to register "Dicamba Technical” 110



111



(2) Public literature citations for Guideline Nos. 830.7200 and 830.7950.

The following data values were obtained from public literature references as shown below.

Guideline

Data Requirement

Value with Reference

830.72C

Melting Point

115°C

Ref: Lide, D.R. CRC Handbook of
Chemistry and Physics 88TH Edition
2007-2008. CRC Press, Taylor &
Francis, Boca Raton, FL2007, p. 3-
156.

114-116°C

Ref: Montgomery, J. H.
Agrochemicals Desk Reference, 2™
Edition 1997, Lewis Publishers,
p.151.

830.7%:

Vapor Pressure

3.38 x 10”° mm Hg @ 25°C

Ref: SRC PhysProp Database
htip://www.syres.com

Sharda' rdwide Exports Pvi. Lid.

Application to register "Dicamba Technica!"

Page 30of 3
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March 19, 2013
Sharda Worldwide Exports Pvt. Ltd.
EPA Company No. 82633
Application to Register “Dicamba Technical”

(1) Reque ’or Waiver of Data Requirements: Guideline Nos. 830.6314, 6316, 6319, 6321, 7100,
7220, 7520

It is reque: | that the requirement for the following data be waived based on the justification provided
below.

Guideline Data Requirement Justification for Waiver
830.6314 Oxidation/Reduction EPA Guidelines state:

Requireds an the product contains
an oxidizing or reducing agent.

lustification: The chemical structure
of Dicamba Technical indicates it is
not a strong oxidizing or reducing
agent.

830.6316 Explodibility EPA guidelines state:
Required when the product is
potentially explosive.

Justification: Sharda Dicamba
Technica! is not a reactive substance
nor does it possess potential energy
that could produce an explosion
from the effect of thermal, shock or
friction.

Ref: http://www.fao.org

830.6319 Miscibility EPA guidelines state:

Required when the product is an
emulsifiable liquid and is to be
diluted with petroleum solvent.

Justification: Sr.a-cu Dicamba
Technical is a technica: grade active
ingredient and is not an emul-itizble
liquid.

Sharda Woridwide Exports Pwvi. Ltd. Page 1 of 3
Application to register "Dicamba Technical” 113
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(2) Pul

The foll

: literature citations for Guideline Nos. 830.7200 and 830.7950.

ving data values were obtained from public literature references as shown below.

Guidel

1

Data Requirement

Value with Reference

830.72Cy

Melting Point

115°C

Ref: Lide, D.R. CRC Handbook of
Chemistry and Physics 88TH Edition
2007-2008. CRC Press, Taylor &
Francis, Boca Raton, FL 2007, p. 3-
156.

114-116°C

Ref: Montgomery, J. H.
Agrochemicals Desk Reference, 2™
Edition 1997, Lewis Publishers,
0.151.

830.7950

Vapor Pressure

3.38 x 107° mm Hg @ 25°C

Ref: SRC PhysProp Database
http:/fwww.syres.com

Sharda \

ridwide Exports Pwvi. Lid.

Application to register "Dicamba Technical"

Page 30of3
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March 19, 2013
Sharda Worldwide Exports Pvt. Ltd.
EPA Company No. 82633
Application to Register “Dicamba Technical”

(1) Request for Waiver of Data Requirements: Guideline Nos. 830.6314, 6316, 6319, 6321, 7100,
7220, 7520

It is requested that the requirement for the following data be waived based on the justification provided
below.

Guideline Data Requirement Justification for Waiver

830.6314 Oxidation/Reduction EPA Guidelines state:
Required when the product contains
an oxidizing or reducing agent.

Justification: The chemical structure
of Dicamba Technical indicates it is
not a strong oxidizing or reducing
agent.

830.6316 Explodibility EPA guidelines state:
Required when the product is
potentially explosive.

lustification: Sharda Dicamba
Technical is not a reactive substance
nor does it possess potential energy
that could produce an explosion
from the effect of thermal, shock or
friction.

Ref: http://www.fao.org

830.6319 Miscibility EPA guidel s state:

Required when the productis an
emulsifiable liquid and is to be
diluted with petroleumn solvent,

Justification: Ska-cu Jiwcamba
Technical is a techni.ca: grade active
ingredient and is not an emul-itiable
liquid.

—_

Sharda Worldwide Exports Pvt. Lid. Page 1 of 3
Application to register "Dicamba Technical" 116



Guideline

Data Requirement

Justification for Waiver

830.6321

Dielectric Breakdown Voltage

EPA guidelines state:

Required when the EP is a liquid and
is to be used around electrical
equipment.

Justification: Sharda Dicamba
Technical is a technical grade active
ingredient, not an EP and is not
intended for use around electrical
equipment.

830.7100

Viscosity

EPA guidelines state:
Required when the product is a
liquid.

Justification: Sharda Dicamba
Technical is a technical grade active
ingredient and its physical state is a
solid at room temperature.

830.7220

Boiling Point

EPA guidelines state:
Required when the TGAI is liquid at
room temperature.

Justification: Sharda Dicamba
Technical is a technical grade active
ingredient  d its physicai stateis a
solid at room temperature.

830.7520

Particle Size, Fiber Length,
and Diameter Distribution

EPA guidelines state:

Required for water insolubie test
substance 10 g/1) and fibrous
testsubst.  es with diameter of
20.1 pm.

Justification: Sharda Dicamhba
Technical is solubje in water and is
not a fibrous material.

Sharda Warldwide Exports Pvt. Ltd.
Applicatior

' register "Dicamba Technical"

Page 2 of 3
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(2) Public literature citations for Guideline Nos. 830.7200 and 830.7950.

The follc ng data values were obtained from public literature references as shown below.

Guidelin Data Requirement Value with Reference

830.7200 Melting Point 115°C

Ref: Lide, D.R. CRC Handbook of
Chemistry and Physics 88TH Edition
2007-2008. CRC Press, Tayior &
Francis, E 1 Raton, FL 2007, p. 3-
156.

114-116°C

Ref: Montgamery, J. H.
Agrochemicals Desk Reference,
Edition 1997. Lewis Publishers,
p151.

znd

830.7950 Vapor Pressure 3.38x 10° mm Hg @ 25°C

Ref: SRC PhysProp Database
hup:/Avww syres.com

Sharda Woridwide Exports Pvt, Lid. Page 3 of 3
Application to register "Dicamba Technical” 118
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arnbeat ol CTMQ Fedaralion

S .arda Worldn.de Exports Pot.Ltd. RIN,
| T
PHONE : OFF. : + 91 22 66782800 kaadilmai
FAX : + 91 22 66782828 / 66782808
E-mail : shardain@ vsnl.com
| REGD. OFFICE : DOMNIC HOLM, 20™ ROAD, BANDRA (W), MUMBAS - 400 050, INOIA.

Augr 3, 2011
To: Whom it May Concern
Re:  Sharda Wordwide Exporis Private Limited

This letter serves as nofificat.or. that Sharda Worldwide Exports Private Limited has
appointed Wagner Regulatory ~ssociates, Inc. {WRA, Inc.} to serve as the Agent on
our ¢ pany's behal regarding state and/or federal regulatory matters as
determined by Sharda Worldwide Exports Private Limited. The following employees
of Wa ar Regulatory Associates, In¢. are authorized to act on our behz

James VWagner Cheryl Wagner
Email: james@wagnerreq.com Email: chervi@wagneireg.com
Phone: 302-535-7290 Phone: 302-635-7289
atherine Byrd Barbarette Young-Henry
mail: catherine@wagnerreg.com Email: barbarette@wadnerreq.com
hone: 302-635-7283 Phone: 302-635-7279
ori Kohler

mail: lori@@wagnerreg.com
hone: 302-635-7281

Piease send correspondence for Sharda Worldwide Exports Private Limited and its
produc  to:

lagner Regulatory A ss.ciates
Q. Box 640
Hockessin, DE 18707-0640

Thank 5u for your time and assistance. Please feel free to contact Wagner
Regulatory Associates should you have any questions.

Respe Jlly submitied,

Ramp ashV.Bubna

Mana¢ j Director

cc: W, Inc.
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Shrestha, Srijan~

From: Carrie Nolan [carrie @wagnerreg.com]

Sent: Monday, April 01, 2013 12:46 PM

To: Shrestha, Srijana

Ce: Ashe, Anthony; james @wagnerreg.com

Subject: RE: Submission in Support of the Product, “Sharda Dicamba Technical” (EPA Reg# 82633-
EN)

Attachments: Study #2 pg. 4.pdf

Hello —

As per your request, I've attached page 4 of Study #2.
Thank you,

Carrie Nolan

From: Carrie Nolan [ lto:carrie@wagnerreq.com]

Sent: Monday, April! 2013 12:13 PM

To: 'Shrestha.Srijana-  pa.gov'

Cc: 'Ashe.Anthony@epa.gov'; james@wagnerreg.com

Subject: RE: Submission in Support of the Product, *Sharda Dicamba Technical” (EPA Reg# 82633-EN)

Hello -
Attached is a copy of page 155 from Study #1 that you requested.

I left a message for ) in regard to page 4 from Study #2. Please call me at your earliest
convenience so | may forward the required document.

Thank vou,

Carrie Nolan
(302)635-7632

Determination of Active Content and Impurity Profile of Dicamba” has page 155 illegible. Please provide a
revised page in+ ich this page is legible or is marked as "BEST AVAILABLE COPY" if that is the case.

From: "Shrestha, St na" «<Shrestha.Srijana@epa.cov>

Date: March 29,20 3:38:17 PM GMT-04:00

To: "james @wagnerreg.com” <james @wagnerreg.com:

Ce: "Ashe, Anthony” <Ashe. Anthony @epa.gov>

Subject: Submission in Support of the Product, “Sharda Dicamba Technical” (EPA Reg# 82633-EN)
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Dear Mr W: er;

This 1s rega1  ag your submission in support of the product, “Sharda Dicamba Technical” (EPA
Reg# 82633 N). We have found following issues with studies associated with your submission:

1} Study# 1(MRID- 490851-01) titled, *“Determination of Active Content and Impurity Profile
of Dicamba” has page 155 illegible. Please provide a revised page in which this page is
legible or 1s marked as "BEST AVAILABLE COPY" if that is the case.

2) Study #2 (MRID- 490851-02) titled, “Sharda Dicamba Technical: Des ption of beginning
materialt  nd Manufacturing process™ has page 4 as blank. Data is missing from the
following page. Please provide the revised page in which data is comple

Please provi  the revised pages to me by email. I was trying to reach you by phone but could
not get hold ot you. Please feel free to call me back at 703-305-6471, if you have any questions
or require additional information.

Thanking you,

Strijana Shre. 2

Indus Corpo  on, EPA Contractor
2777 S. Crystal Drive, S 4826 A
Arlington, V. 22202

Ph: 703-305- 71

Fax: 703-305-5060
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UNITED STATES ENVIRONMENTAL PROTEC (ION AGENCY

3" 1 WASHINGTON, D.C. 20460
2 ¢
% F
March 22,2013
OFFICE OF
PREVENTION. PESTICIDES AND
TOXIC SUBSTANCES

OPP Decis n Number: D-476717

EPA File Symbol or Registration Number: 82633-EN

Product Name: SHARDA DICAMBA TECHNICAL

EPA Recei Date: 21-Mar-2013

EPA Company Number: 82633

Company Name: SHARDA WORLDWIDE EXPORTS PVT. LTD.

JAMES W iNER

WAGNER EGULATORY ASSOCIATES, INC.
SHARDA ORLDWIDE EXPORTS PVT. LTD.
PO Box 6¢

HOCKESSIN, DE  19707-

SUBJECT: Receipt of Registration Application Subject to Registration S rice Fee
Dear Regic nt:

The ffice of Pesticide Programs has received your application and certification of
payment. rou submitted data with this application, the results of the PRN-2011-3 screen will
be communicated separately. During the administrative screen, the Office of Pesticide Programs
has determined that this Action is subject to a Pesticide Registration Service Fee as defined in
the Pesticic’ Registration Improvement Act.

The Action has been identified as Action Code: R333

NEW PRODUCT;MUP OR END USE PRODUCT WITH UNREGISTERED SOURCE OF
THE ACTIVE INGREDIENT;REQUIRES SCIENCE DATA REVIEW;NEW PHYSICAL

FORM;CITE-ALL OR SELECTIVE DATA CITATION WHERE APPLICANT OWNS ALL
REQUIRE DJATA;

No  ditional payment is due at this time. If you have any questions, please contact the
Pesticide Registration Service Fee Ombudsman at (703) 308-9362.

Sincerely,

2~

Front End Processing Staff
Information Technology & Resources Management Division
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Che:xl Wagner

—
From: paygovadmin@mail doc.twai.gov
Sent: Tuesday, March 19, 2013 1:41 PM
To: cheryl@wagnerreg.com
Subject: Pay.gov Payment Confirmation: PRIA Service Fees

Your payment has bee  submitted to Pay.gov and the details are below. If you have any questions regarding this
payment, please contact Pay.gov Customer Service by phone at {800} 624-1373 or by email at pav.gov.clev@clev.frb.org.

Application Name: PR jervice Fees
Pay.gov Tracking ID: 2 OVPB9

Agency Tracking ID: 7. 14771946
Transaction Type: Sale

Transaction Date: Ma "3, 2013 1:41:15 PM

Account Holder Name: Cheryl R. Wagner

Transaction Amount: $17,993.D0 b
Billing Address: 7217  caster Pike

Billing Address 2: Suite A

City: Hockessin

State/Province: DE

Zip/Postal Code: 19707

Country: USA

Card Type: AmericanE  ess

Card Number: ®******. - »**¥ 1000

Decision Number:
Registration Number:
Company Name: Shan Worldwide Exparts Company Number: 82633 Action Cade: R333

THIS IS AN AUTOMATI MESSAGE. PLEASE DO NOT REPLY.
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Form Approved OMB Nos. 2070-0060; 2070-0057; 2070-0107; 2070-0122; 2070-0164

=
-@g UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
(\__,.«' 1200 Pennsylvania Avenue, NW.

WASHINGTON, D.C. 20460

Paperwork Reduction Actbh e The public reporting burden for this collection of information is estimated to average |.25 hours per response for registration
and 0.25 hours per response tor reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send
comments regarding burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director, Collection
Straregies Division (182273, US Environmental Protection Agency, 1200 Pennsyivania Avenue, N.W , Washington, DC 20450 Do not send the comptered form
to this address.

Cerlification with Respect to Citation of Data

Applicant's/Registrant's Name, Address, and Telephone Number EPA Registration Number/File Symbo!
Sharda Worldwide Expar  *vt. Lid., Domnic Holm, 29ih Rg, Bandra (West) Mumbai, India 400050 82633

Active Inaredientts} andfor representative test compound(s) Date

Dicamba March 18, 2013

General Use Patlem(s) (list all those claimed for this produci using 40 CFR Parl 158} Product Name

Terrestrial Food Use, Terrestrial Non-Food Sharde Dicamba Technical

NOTE: if your product 1 100% repackaging of another purchased EPA-registered product labeled for all the same wses on your labe), you do nol need to
submit this form. You mu~ ~ubmit the Formulator's Exemption Statement (EPA Form B570-27).

| am responding Data-Callin Notice, and have induded with this form a list of companies sent offers of compensation (the Data Matrix form should
D be used forthis;  »se).

SECTION I: METHOD OF DATA SUPPORT (Check one method only)

| am using the cite-all method of support, and have included with this form | am using the selective method of supporl {or cite-all option
D a list of companies sent offers of compensation {the Data Matrix form under the selective method), and have included with this form a
should be used for this purpose). completed list of data requirements {the Data Matrix form must be
used).

SECTION Il: GENERAL OFFER TO PAY

[Required if using the it method or when using 1he cite-all option under the seleclive mathed to satisfy one or more data requirements]

| hereby offer and agree to pay compensation, to other persons, with regard 1o the approval of this application, to the extant required by FIFRA.

SECTION Wi: CERTIFICATION

| canity that this application for registration, this form for reregistration, or this Data-Call-In response is supported by all data submitted or cited in the
application for registration, the form for reregistration, or the Data-Catl-dn response. In addition, if the cite-all option or cite-all option under the selective method is
indicated in Saction |, this application is supported by all data in the Agency's files that (1) concern the properties or effects of this product or an identicat or
substantially similar product, or one or more of the ingredients in this product; and (2) is a type of data that would be required to be submitted under the data

requirements in effect on the date of ap proval of this application if the application sought the initiai registration of a product of identical or similar composition and
uses .

| cartify that for b exclusive use study cited in supporl of this registration or reregistrafion, that | am the original data submitter or that | h+ve obtained
the written permission of e uriginal data submitter to cite that study.

| certify that for  h study cited in suppon of this registration or reregistration that i not an exclusive use shidy, ether. {a) | am the onginat data
submitter; (b) | have oblai the permission of the osiginal dala submitter to use the study in supporl of this application; (c} all periods of elig.ouity fur
compensaton have expireu sof the study; {d) the study is in the public lterature; or {e} 1 have notified in writing the company 4:at submitted the siucy and have
offered (i) to pay compens=f~n {0 the extert required by sections 3{c)}{1)(F) and/or 3{c)(2)(B) of FIFRA; ana (ii) to commence ne Jotiadons to fetermie the
amount and terms of com  sation, if any, to be paid for the use of the study.

| certify that in ali instances where an offer of compensation is required, copies of all offers to pay compensation and e vider:ce of their dedvery in
accordance with sectiens 3(c){1){F} and/or 3{c)(2)(B) of FIFRA are available and will be submitted to the Agency upon request. Should | fail tw oroduce such
evidence to the Agency upon request, | understand that the Agency may inftiate action to deny, cancel or suspend the registration of my produ-1 I conformity with
FIFRA.

I certify that the statemants | have made on this form and all attachmante to it are true, accurate, a1 ;omplete. | acknowledge thet any
knowingly false or miskeading staterment may be punishable by fine or imprisonment or both under applicable law.

’ Date Typed oy Primed Name and Title

%M March 19, 2013 | James M. Wagner, Agent (Tek 302-635-7260}
EPA Fogff 8570-34 (12-200., _lectréfiic and Paper versions available. Submit only Paper version.
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, 5. W.
WASHINGTON, D.C., 20460

Form Approved OMB No. 207¢-0060

Paperwork Reduetion Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25
hours per response for reregistration and special review activities, including time for reading the instruction and completing the necessary forms. Send commenis regarding the
burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137),
U.S. Environmental Protection Agency, 401 M Street, 5.W., Washington DC 20460. Do not send the form to this address.

DATA MATRIX

Date: 3/19/2013 EPA Reg No./ File Symbol: 82633- Page | of 4
Applicant's/Registrant's Name and Address: Sharda Worldwide Exports Pvt. Ltd. Product;
Domnic Hokm, 29™ Road
Bandra (West), Mumbai, India 400050 Sharda Dicamba Technical
Ingredient: Dicamba
Guideline Reference Number | Guideline Study Name MRID Number Submitter Status Note
PRODUCT SPECIFIC
830.1550, 830.1600, 830.1650, | Product identity, composition/Description of Sharda Worldwide Exports Pvt. Ltd. Own
830.1670, materials Used to Produce the
Product/Description of Praduction
Process/Discussion of Formation of Impurities
830.1700 Preliminary Analysis Sharda Worldwide Exports Pvt. Ltd. Own
830.1750 Certification of Limits Sharda Worldwide Exports Pvt. Ltd. Own ]
830.1800 Enforcement Analytical Method Sharda Worldwide Exports Pvt. Ltd. Own
830.6302 Color Sharda Worldwide Exports Pvt. Ltd. Own
830.6303 Odor Sharda Worldwide Exports Pvt. Lid. Qwn
830.6304 Physical State Sharda Worldwide Exports Pvt. Ltd. Own
8306313 Stability to Normal & Elevated Temperatures Sharda Worldwide Exports Pvt. Ltd. Own
830.6315 Flammability Sharda Worldwide Exports Pvt. Ltd. Own
830.6317 Accelerated Storage Stability Sharda Worldwide Exports Pvt. Ltd. Own
830.6320 Corrosion Characteristics Sharda Worldwide Exports Pvt. Lid. Own
830.7000 pH Sharda Worldwide Exports Pvt. Lad. Own
830.7050 1V /Viciblz Ligh. Absorption 47504709 Sharda Worldwide Exports Pvi. Lid. Old
830.7100 Viscouity Sharda Worldwide Exports Pvt. Ltd. Own
830.7200 Melting Point Sharda Worldwide Exports Pvt. Ltd. PL
830.7300 Relative Density Sharda Worldwide Exports Pvt, Ltd, Own
830.7370 Dissccation Cons.ants in Water Sharda Worldwide Exports Pvt. Lid. Own
830.7550 (Cctar.ol/\Vater Panition Coefficient Sharda Worldwide Exports Pvt. Lid. Own
830.7840 | Solubility in Organic Solvents Sharda Worldwide Exports Pvt. Ltd. Own
Signature Name and Title Date
% ﬁ W James Wagner, Agent for Sharda Worldwide Exports 37192013
" Wi},{""" Pvi. Ld. 136

EPA Form 8570-

(9-97) Electronic and Paper versions available. Submit only Paper version.

Agency Internal Use Copy




Form Approved OMB No. 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The pubilic reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25
hours per response for reregistration and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regarding the
burden estimate or any other aspeci of this collection of information, inciuding suggestions for reducing the burden to: Director, OPPE Information Management Division (2137),
U.S. Environmental Protection Agency, 401 M Street, 5.W., Washington DC 20460. Do not send the form to this address.

DATA MATRIX

Date: 3/19/2013 EPA Reg No./ File Symbol: 82633- Page 2 of 4
Applicant's/Registrant's Name and Address: Sharda Worldwide Exports Pvt, Lid. Product:
Domnic Holm, 29" Road
Bandra {West), Mumbai, India 400050 Sharda Dicamba Technical
Ingredient: Dicamba
Guideline Reference Number | Guideline Study Name MRID Number Submitter Status Note
§30.7840 Water Solubility Sharda Worldwide Exports Pvt. Ltd. Own
830.7950 Vapor Pressure Sharda Worldwide Exports Pvt. Lid. PL
870.1100 Acute Oral Toxicity - rat Sharda Worldwide Exports Pvt. Ltd. Own
§70.1200 Acute Dermal Toxicity — rat Sharda Worldwide Exports Pvt. Ltd. Own
§70.1300 Acute Inhalation Toxicity — rat Sharda Worldwide Exports Pwvt. Ltd. Own
870.2400 Eye Irritation Sharda Worldwide Exports Pvt. Ltd. Own
870.2500 Skin Irritation Sharda Worldwide Exports Pvt. Lid. Own
£70.2600 Skin Sensitization Sharda Worldwide Exports Pvt. Ltd. Qwn
GENERIC DATA GENERIC DATA Cite All Syngenta Crop Protection, Greensboro, | Pay
NC
Agricultural Handlers Exposure
Task Force, Macon, MO
Agricultural Reentry Task Force
Washington, DC
Agrium Advanced Technologies,
Hockessin, DE
Albaugh, Inc., Valdosta, GA
BASF Corp., RTP, NC
Bayer Environmental Science, RTP, NC
Bayer Advanced, RTP, NC
E.[. DuPont De Nemours and Co, Inc.
Wilmington, DE
Chemsico, St. Louis, MO
Signature Name and Title Date
James Wagner, Agent for Sharda Worldwide Exports 3/19/2013
Wt Pvt. Ltd. 137

EPA Form 8576-35 (9-97) Eflecfr'oﬁi'c and %er versions available. Submit only Paper version.

Agency Internal Use Copy
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Lo, Form Approved OMB No. 2070-0060
\N w&,’ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25
hours per response for reregistration and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regarding the
burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137),
U.S. Environmental Protection Agency, 401 M Sireet, 5.W., Washington DC 20460. Do not send the form to this address.

DATA MATRIX
Date: 3/19/2013 EPA Reg No./ File Symbol: 82633- Page 4 of 4
Applicant's/Registrant's Name and Address: Sharda Worldwide Exports Pvi. Lid. Product;
Domnic Holm, 29" Road
Bandra (West), Mumbai, India 400050 Sharda Dicamba Technical
Ingredient: Dicamba
Guideline Reference Number | Guideline Study Name MRID Number Submitter Status Note

Spray Drift Task Force, Washington, DC

Scotts Company, Marysville, OH

Swiss Farms Products, Las Vegas, NV

The Andersons Lawn Fertilizer Co.,
Maumee, OH

Tacoma Ag, LLC, Brookfield, CT

W. Neudorff GMBH Kg, Great Falls,
VA

Footnotes: 1) Certilication of Limits is provided in the Confidential Statement of Formula EPA form 8574-4

Name and Title Date

Signature
James Wagner, Agent for Sharda Worldwide Exports 3/19/2013
vl PN Pvt. Ltd. 139

EPA FormB570-  (9-97) Electfonic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
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82633.XXX>

Corrosive
absorbed
{goggles ¢
before ea
wash con
socks, sh

20130315.v1 Draft Label Initial Registration

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIM

DANGER/PELIGRO

Causes irreversible eye damage. May be fatal if swallowed. Harmful if
‘ough skin. Do not get in eyes or on clothing. Wear protective eyewear
‘ace shield). Wash thoroughly with soap and water after handling and
3, drinking, chewing gum, using tobacco, or using the t et. Remove and
ninated clothing before reuse. Wear long-sleeved shirt d long pants,

5, and gloves. Prolonged or frequently repeated skin contact may cause

S

allergic reactions in some individuals.

ENVIRON
Do not dis
oceans or
Discharge
notified in
Sewer sys
For guidal

It is a viok
labeling.

This prody

ENTAL HAZARDS

arge effluent containing this product into lakes, streams, ponds, estuaries,
aters unless in accordance with the requirements of a National Pollutant
limination System (NPDES) permit and the permitting authonty has been
iting prior to discharge. Do not discharge effluent containing this product to
ms without previously notifying the local sewage treatment plant authority.
2 contact your State Water Board or Regional Office of EPA.

DIRECTIONS FOR USE
on of Federal law to use this product in a manner inconsistent with its

“ may only be used to formulate products that are registered and/or exempt

from registration by the US EPA. If the producer desires to formulat products that are

not EPA a

roved, the producer is responsible for fulfilling all requirements for obtaining

EPA registration.

Only for formulation into an herbicide for the following uses:

1. Tet
sor

Tel
fall

gra
ditc

Use
thai

Use
req

strial Food: Asparagus, corn, millet, small grains (barley, oats, teff, wheat),
um (including sudangrass), soybeans and sugarcane.

strial Non-food Crop: Conservation Reserve Program "reas, Cotton,
systems, farmsteads, fence rows, grass forage, fodder and hay (including
2s grown for seed), goff courses, industrial areas, lawns, non-irrigation
anks, pasture and rangeland, rights-of-way, roadsides, sod farms, and turf.

for which US EPA has accepted the required data and/or citations of data
e formulator has submitted in support of registration; and

for experimental purposes that are in compliance with US EPA
ements.

Page 2of 4
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82633xXx 20130315.V1i Draft Label Initial Registration

The user responsible for determining the suitability of using this product for any
specific p  »ose, and for the manufacturing practices employed, and to ensure proper
safety pre utions that may be required.

STORAGE AND DISPOSAL
Do not contan ate water, food, or feed by storage and disposal.

Pesticide Storage: Store in original container in a well-ventilated area separately from fertilizer,
feed, and food uffs. Avoid cross-contamination with other pesticides. For help with any spill,
leak, fire or ex sures involving this material call CHEMTREC 1-800-424-9300.

Pesticide Dis )sal: Pesticide wastes are acutely hazardous. Improj r disposal of excess
pesticide, spre mixture, or rinsate is a violation of Federal law. If these wastes cannot be
disposed of by use according to label instructions, contact your State Pesticide or Environmental
Control Agenc or the Hazardous Waste representative at the nearest EPA Regional Office for
guidance.

Container Ha ling:

Nonrefillable ntainer. Do not reuse or refill this container. Triple rinse container (or
equivalent) pr  otly after emptying. Triple rinse as follows: Empty the remaining contents in
application equipment or a mix tank. Fill the container ¥ full with water. Replace and tighten
closures. Tip ¢~ntainer on its side and roll it back and forth, ensuring at least one complete
revolution, for  seconds. Stand the container on its end and tip it back and forth several times.
Turn the cont:  :r over onto its other end and tip it back and forth several times. Empty the
rinsate into ap  :ation equipment or a mix tank or store rinsate for later use or disposal. Repeat
this procedure ‘o more times. Then offer for recycling, if available or puncture and dispose of in
a sanitary lanc.___, or by incineration, or if allowed by state and local authorities, by burning. if
burned, stay ¢ of smoke.

CONDITI( 1S OF SALE AND LIMITATION OF WARRANTY AND LIABILITY
NOTICE: Read the entire Directions for Use and Conditions of Sale and Limitation
of Warrar and Liability before buying or using this product. If the terms are not

acceptabl- return the product at once, unopened, and the purchase price will be
refunded.

The Directions for Use of this product must be followed carefully. It is impossible to
eliminate all risks inherently associated with the use of this product. Ineffectiveness or
other unin nded consequences may result because of such factors as manner of use
or application, weather, presence of other materials or other influencing factors in the
use of the product, which are beyond the control of Sharda Worldwide Exports Pvt. Ltd.
or Seller. To the extent consistent with applicable law, all such risks shall be assumed by
Buyer anc Iser, and Buyer and User agree to hold Sharda Worl vide Exports Pvt. Ltd.
and Seller harmless for any claims relating to such factors.

Page3of4
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82633.00¢ 20130315.v1 Draft Label Initial Registration

Sharda V'~ dwide Exports Pvt. Ltd. warrants that this product conforms to the chemical
descriptic on the label and is reasonably fit for the purposes stated in the Directions for
Use, sub :t to the inherent risks referred to above, when used in accordance with
directions nder normal use conditions. This warranty does not extend to the use of this
product contrary to label instructions, or under conditions not reasonably foreseeable to
or beyond the control of Seller or Sharda Worldwide Eports Pvt. Ltd. and Buyer and
User ass e the risk of any such use. To the extent consistent with applicable law,
Sharda oridwide Exports Pwvt Lid, LLC MAKES NO WARRANTIES OF
MERCHA TABILITY OR OF FITNESS FOR A PARTICULAR PURPOSE NOR ANY
OTHER E PRESS OR IMPLIED WARRANTY EXCEPT AS STATED ABOVE.

To the ext 1t consistent with applicable Jaw, neither Sharda Worldwide Exports Pvt. Lid.
or Seller shall be liable for any incidentai, consequential or special damages resulting
from the use or handling of this product. TO THE EXTENT CONSISTENT WITH
APPLICA _E LAW, THE EXCLUSIVE REMEDY OF THE USER OR BUYER, AND
THE EXC' "JSIVE LIABILITY OF SHARDA WORLDWIDE EXPORTS PVT. LTD. AND
SELLER FOR ANY AND ALL CLAIMS, LOSSES, INJURIES OR DAMAGES
(INCLUDI 3 CLAIMS BASED ON BREACH OF WARRANTY, CONTRACT,
NEGLIGE CE, TORT, STRICT LIABILITY OR OTHERWISE) RESULTING FROM THE
USE OR HANDLING OF THIS PRODUCT, SHALL BE THE RETURN OF THE
PURCHA PRICE OF THE PRODUCT OR, AT THE ELECTION OF SHARDA

WORLDY E EXPORTS PVT. LTD. OR SELLER, THE REPLACEMENT OF THE
PRODUC ..

Sharda W Idwide Exports Pvt. Lid. and Seller offer this product, and Buyer and User
accept it, 1ibject to the foregoing Conditions of Sale and Limitation of Warranty and
Liability, v ich may not be modified except by written agreement signed by a duly
authorized representative of Sharda Worldwide Exports Pvt. Lid.

Page 4 of 4
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Pages 146-157 - *Confidential Statements of Formula may be entitled to confidential treatment*
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